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CERTIFICATE OF ANALYSIS
Lysozyme Hydrochloride Batch No. 003/22
Date production: 24/08/2022
Retest date: 23/08/2025
Ref: TR-§8-220912-00125-1
Physical and Chemical tests: ~ SPECIFICATIONS RESULTS METHODS
Identification | Complies Complies pexvin
Identification 2 Complies Complies [IPXVI)
Appearance \White powder Complies [Ipxvilg
Clarity of solution Clear Clear pPXVI
.- Frecly soluble in water, and Freely soluble in water, and
Selubiliy practically insoluble in ethanol practically insoluble in efhanol Sl
Loss on drying <80% 2.1% pxvi
Assay_Purity total protein content 2 95.0 % i 1toust: SPECIFICATIONS) 97.5 % [EPSC05]
Assay_Potency: = 0.9 mg/mg (d.b.) 0.9 mg/mg peXVI
pH 3.0-5.0 3.0 gexviy
Chlorides < 3.5 % pin HOUSE SPECIFICATIONS] 34% [EPSON]]
Residue of ignition <2.0% 02% [Jexvi
Nitrogen 216.8% <186 % 17.2% (exviy
Microbiological tests:
Total Aerobic Microbial Connt <100 ufc/g 30 ufe/p [EP07/2010:20612)
zg:ﬁilcm“b'“d Yeastidonlds <100 ufe/g <10 ufelg [EP07/2010:20612]
Salmonella Absent/ 10 g Absent {EP04/2010:20613)
Escherichia Coll Absent/ 1 g Absent [EP04/2010:20613)
Bile Tolerant Gram-Baceria Absent/ 1 g Absent [EP04/2010:20613]
Note: The analytical methods nsed are in compliance with the current editions of phannacopocias.
Manufacturing activities have been conducted in compliance with the GMP requirements.
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